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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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Status 

1)^ Responsive to communication(s) filed on 07 August 2006 . 
2a)D This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 13-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 13-16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 25 July 2003 is/are: a)E3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 7 
August 2006 has been entered. 

Claim Objections 

2. Claim 16 is objected to because of the following informalities: Claim 16 recites 
the limitations that the cap "is formed externally" with manual actuation parts. It is 
unclear whether applicant is claiming a method of forming a device or an additional 
structural limitation. Examiner has interpreted the claim to refer to a structural limitation. 
However, "formed externally" is unclear, and examiner is not sure what structure that 

» 

limitation encompasses. Examiner has interpreted the claim to encompass a cap that 
has external ribs. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 13, 14, and 16 are rejected under 35 U.S.C. 102(b) as being anticipated 
by US 5,360,404 to Novacek. 

In the specification and figures, Novacek discloses the invention as claimed by 
applicant. With regard to claim 13, Novacek discloses a cannula or needle assembly 18 
with a protection cap or needle guard 20. The cannula 18 has a hollow body or hub 22 
with a luer connector that is adapted to be (considered by the examiner to be generally 
capable of) connecting with a corresponding luer connector in a fitting 26 (see column 5, 
lines 32-50, FIG1, see column 7, lines 39-61). The cannula 18 comprises a needle or 
tubular ferrule 21 . The hub or hollow body 22 comprises lateral teeth 140, and the cap 
or needle guard 20 has complimentary lateral teeth 142 (see column 10, lines 28-59, 
FIGS 20-23). The hub or hollow body 22 and cap or guard 20 comprise a generally 
cylindrical shape (see FIGS 20, 21). 

Applicant presents claim language drawn to the interaction between the teeth of 
the hub or hollow body and guard or cap when in use. Such statements are held by the 
examiner to be statements of the intended use of the device. It has been held that a 
recitation with respect to the manner in which a claimed apparatus is intended to be 
employed does not distinguish from a prior art apparatus satisfying the claimed 
structural limitations. See MPEP 21 14. In the instant case, Novacek specifically 
discloses that the teeth of the hub and the cap interact when the user torques the cap in 
a particular direction to apply rotation to the hub. When a torsional force is applied in the 
opposite direction, the cap may rotate freely around the hub, disengaging the cap from 
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the hub and allowing for removal of the cap from the hub (see column 3, lines 10-43). 
Therefore, the Novacek device is capable of operating as claimed by applicant, meeting 
the limitations of the claims. 

With regard to claim 14, the sawtooth-shaped ribs are interpreted by the 
examiner to be "axially tapered" since they taper in the direction perpendicular to the 
plane of the circular structure (see Merriam-Webster's Collegiate Dictionary, 10 th ed., 
2001). 

With regard to claim 16, Novacek discloses that the cap may encompass ribs 
100 on the surface of the cap (see FIG 32). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,360,404 to Novacek in view of US 4,883,470 to Haindl. 

In the specification and figures, Novacek discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of an annular flange and a 
stop member in the cap. However, Haindl discloses a safety cap 10 for an injection 
cannula 21 that comprises ribs 15 that engage with wings 23 on the cannula hub 20 to 
provide torsional friction between the hub and the cap (see FIG 1, column 4, lines 22- 



Application/Control Number: 10/626,633 Page 5 

Art Unit: 3761 

45). The ribs 15 on the cap extend to the inner border 16 of annular recess 17 (the 
border of the recess corresponds to applicant's flange). The flanged recess further 
comprises an annular bead 18 (corresponding to applicant's stop member) that 
engages with the cannula hub to provide a stop for the insertion depth of the hub into 
the cap to prevent damage to the cannula tip 22 (see column 4, lines 44-58). Therefore, 
it would have been obvious to one having ordinary skill in the art at the time the 
invention was made to provide the cannula hub and cap assembly disclosed by 
Novacek with the annular flange and stop member disclosed by Haindl in order to 
control the insertion depth of the cannula hub into the cap, preventing damage to the 
cannula tip, as taught by Haindl (see column 4, lines 44-58). 

Response to Arguments 

7. Applicant's arguments filed 7 August 2006 have been fully considered but they 
are not persuasive. 

8. Applicant argues that the Novacek reference illustrates a conical hub and cap. 
While the parts may be conical, they also have a round shape, rendering them 
cylindrical and meeting the limitations of the claims. 

9. Applicant further argues that the Novacek reference fails to disclose teeth formed 
on the outer surface of the hollow body or hub and the inner surface of the cap. 
However, Novacek clearly illustrates teeth 140 located on the outer surface of hub or 
hollow body 22 and corresponding teeth 142 on the inner surface of cap 20c (see FIGS 
20-23). 
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Applicant further argues that the instantly claimed invention does not operate in 
the manner claimed by applicant. However, such an argument is directed to the 
intended use of the device. It has been held that a recitation with respect to the manner 
in which a claimed apparatus is intended to be employed does not distinguish from a 
prior art apparatus satisfying the claimed structural limitations. See MPEP 21 14. In the 
instant case, Novacek specifically discloses that the teeth of the hub and the cap 
interact when the user torques the cap in a particular direction to apply rotation to the 
hub. When a torsional force is applied in the opposite direction, the cap may rotate 
freely around the hub, disengaging the cap from the hub and allowing for removal of the 
cap from the hub (see column 3, lines 10-43). Therefore, the Novacek device is capable 
of operating as claimed by applicant, meeting the limitations of the claims. 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 4,237,882 Wickham 

i. Needle sheath with tapered teeth 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Art Unit 3761 
4 October 2006 



